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AUTHORIZATION LETTER

Wr. Neudorf, 09.02.2021

TO WHOM IT MAY CONCERN

We, DIALAB Produktion und Vertrieb von chemisch-technischen
Produkten und Laborinstrumenten Gesellschaft m.b.H., headquarter in
Austria, IZ-NO Sud, Hondastrasse Obj. M55, A-2351 Wr. Neudorf hereby declares
that the below mentioned company is our official representative and is
authorized to register, sell and distributor our products in the territory of Moldavia:

ECHIPAMED PLUS SRL
Valea Trandafirilor str., 24B, of.80,
MD-2001 Chisinau, Moldova

This certificate remains in force from 01.01.2021 until 31.01.2022 or is
terminated during that period on the expiry of not less than 30 days’ notice in
writing given by either party to the other.,

Signed for and on behalf of
DIALAB GmbH

Christina ERNST
Export Manager

Managing Directar | Geschiftstihres Raiffeiser Regianslhank Moediing

Mucst Estalik, Dipl. Ing. Mar BIC / SWIFT RLNWATWWOTD

FN 108 078p | | andesgerich! AN £ AT LA7TH QOOLO0ID 5739
UID/VAT: ATU 150 136 06 | DVR BANUSD  ATTLIETpI0E DA,

DILLAB Produkiion urd Vertries I2-NOE Sued

von chemisch-lechnimchen Hondasirasse. Objekl MEG
ind Lahorinstrumenten 1351 WR. NEUDORF
Geselischalt mbH AUSTRIA

Digitally signed by Iurchevici Valeriu
Date: 2021.03.03 19:05:36 EET
Reason: MoldSign Signature
Location: Moldova
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 026709 0009 Rev. 00

Product Service

Holder of Certificate: DIALAB Produktion und Vertrieb von
chemisch-technischen Produkten und

Laborinstrumenten Gesellschaft m.b.H.
1Z-NOE Sued

Hondastrasse, Objekt M55

2351 Wr. Neudorf

AUSTRIA

Facility( ies): DIALAB Produktion und Vertrieb von chemisch-technischen
Produkten und Laborinstrumenten Gesellschaft m.b.H.
1Z-NOE Sued, Hondastrasse, Objekt M55, 2351 Wr. Neudorf,
AUSTRIA

Certification Mark:

R ISG 13405

tuv-sud.com/ps-cert

Scope of Certificate: Design and development, production and
distribution of reagents and reagent products for
in-vitro diagnostics as well as distribution of
instruments for in-vitro diagnostics including
accessories

lied rd(s): ENISO 13485:2016
App bid s d( ) Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713146001
Valid from: 2019-03-29
Valid until: 2022-03-28
Date, 2019-03-28 Stefan Preilt

Page 1 0of 1
TUV SUD Product Service GmbH « Certification Body « RidlerstraBe 65 + 80339 Munich « Germany



www.dialab.at

EC DECLARATION OF CONFORMITY

We

A LAR!

Dialab Produktion und Vertrieb von chemisch-technischen Produkten und
Laborinstrumenten Gesellschaft m.b.H.
|Z NOE-Sued, Hondastrasse, Objekt M55
2351 Wr. Neudorf, Austria

declare, on our own responsibility, that our products specified in the enclosed
addendum “Devices other than those covered by Annex Il (Rapid Tests),
Rev.12 (3 pages)’, classified as follows according to the directive on in vitro
diagnostic medical devices O8/79/EC:
Devices other than those covered by Annex |l (Rapid Tests)

meet the applicable provisions of the European Directive 98/79/EC for in-vitro-
diagnostic medical devices and the Austrian Medical Product Law.

This Declaration is based on Conformity Assessment Procedures according to
Annex lll of the aforesaid Directive.

This Declaration is valid until 2022-03-28.

J) Marlene Ramsey

Wr. Neudorf, 2019-04-02 i
‘Managing Director

” T A
2i1andan _-‘/-";

DIALAS Progultion und Vortrieb \ZNOE Sued Phone: +43(017234 £50910-0 Managioy BIeg T GEwehaitatihrar Raiffeisen Regionatiank Moedling
von chemisch-lechnischen Hondastrasse, Objekt MBS Fax: +43012236 6460910-30 Murat Estalik, Dipl. Ing, Marlene Ramsey BIC / SWIFT: RLNWATWWGTD
Produkien und Laborinstrumenten 2351 WH. NEUDURF Hall:  oifice@dialabat FN 108 078p | Landesgericht Wr. Neustadt 1HAN €& ATH7 3225 000D 07D 4739

Gaselischafl mbdH, AUSTRIA www.distab.at UID/VAT: ATU 150 134 D6 | DVR: D138885 IBAN USD:  ATS2 32250301 8070 6739



Addendum to the Declaration of Conformity of Devices other than those

covered by Annex Il (Rapid Tests)

Cardiac Markers
DIAQUICK Cardiac Combo Cassette

DIAQUICK Troponin | Cassette

Tumour Markers

DIAQUICK AFP Cassette
DIAQUICK CEA Cassette
DIAQUICK FOB Cassette

DIAQUICK FOB-TRF Combi Cassette

Pregnancy / Fertility

DIAQUICK hCG Cassette
DIAQUICK hCG Dipstick (5 mm)
DIAQUICK hCG Dipstick (3 mm)
DIAQUICK hCG Combo Cassette
DIAQUICK hCG Combo Dipstick (5 mm)
DIAQUICK hCG Combo Dipstick (3 mm)
DIAQUICK LH Cassette

DIAQUICK LH Dipstick

Others

DIAQUICK CRP Cassette
DIAQUICK Microalbumin Dipstick

Infectious Diseases - TORCH
DIAQUICK HS8V 1/2 IgM Cassette

Other Infectious Diseases
DIAQUICK Adenow‘rus Cassette
DIAQUICK Dengue IgG/igM Ab Cassette

DIAQUICK Dengue NS1 Ag Cassette
DIAQUICK Dengue Combo Cassette

DIAQUICK H.pviori Cassette

DIAQUICK H.pylori Stool Cassette

DIAQUICK Influenza Ag Dipstick

DIAQUICK Malaria P f. Cassette

Rev.12

DIALAB Produktion und Vertrieb
von chemisch-tachnischen
Produkten und Labuorinstrumenten
Geselischaft mbH,

1Z-NDE Sued
HMundaslrasse, Objakt M55
2351 WR. NEUDORF
AUSTRIA

REF

Z08234CE
Z08233CE
Z08120CE
208125CE

REF
Z06020CE
Z06030
Z01101CE
Z01102CE

J13101CE

REF
Z98404CE
J01402-1CE
J01402-2CE
Z01405CE
Z£03403-1CE
Z03403-2CE
Z98502CE
Z06507CE

REF
206021

Z08070CE
J15040CE
REF

Z09620CE

Z06240

Z17240CE
Z17241CE

Z06229CE
Z08030CE
Z08081CE
Z09440CE

W06200

2019-04-02

Phone: +43(012236 660910-0
4 HOIZII6 660910-30

Fax:
Mail:  office@dialab.ar
wiww.diatab.at

Content

- 20 Tests (20x REF Z208233B)
- 5 Tests (5x REF Z08233B)

- 30 Tests (30x REF Z08120B)
- 5 Tests (6x REF Z08120B)

www.dialab.at

Content

- 30 Tests (30x REF Z03020B)

- 2x 3 mL Buffer

- 30 Tests (30x Z03030B)

- 2x 3 mL Buffer

- 25 Tests (25x Z01101B)

- 25 Collection Tubes with Buffer
- 5 Tests (5x REF Z01101B)

- 5 Collection Tubes with Buffer
- 20 Tests (20x J131018BN)

- 20 Collection Tubes with Buffer

Content
- 30 Tests (30x REF Z98404B)
- 50 Tests (50x REF J01402-1B)
- 50 Tests (50x REF J01402-2B)
- 30 Tests (30x REF Z01405B)
- 50 Tests (50x REF Z03403-1B)
- 50 Tests (50x REF Z03403-2B)
- 30 Tests (30x REF Z298502B)
- 50 Tests (50x REF Z06507B)

Content

- 20 Tests (20x REF Z06021B)

- 20 Extraction Tubes with Buffer
- 50 Tests (50x REF Z08070B)

- 25 Tests (25x REF J15040B)
- 1x 3 mL Buffer

Content
- 5 Tests (5x REF 209620B)

- 5 Collection Tubes with Buffer
- 30 Tests (30x REF Z06240B)

- 1x 3 mL Buffer

- 30 Tests (30x REF Z17240B)

- 20 Tests (20x REF Z17241B)

- 1x 3 mL Buffer

- 30 Tests (30x REF Z982290B)

- 1x 3 mL Buffer

- 20 Tests (20x REF Z08090B)

- 20 Collection Tubes with Buffer
- 5 Tests (5x REF Z08090B) oo
- 5 Collection Tubes with Buffer ===
- 25 Tests (25x REF 2094408 <5

- 25 Collection Tubes with Buffer
- 3 Control Swabs I
- 30 Tests (30x REF W042008B)
- 2x 3 mL Buffer i

= i Cd
éiil?nseﬁagmnalbank Mpedilng
“HIC [ SWIET: RLNWATWWGTD
AN & ATS7 3225 0000 0070 673%
IBAN USD:  ATHZ 3225 0301 0070 6739

Managing Direclor | Geschiifisfiheer
Murst Estelik, Dipl. ing. Marlene Ramasey
Fi 108 078p | Landesgericht Wr. Neustact
UIDJ/YAT: ATU 158 136 04 | DV B130865



Addendum to the Declaration of Conformity of Devices other than those
covered by Annex Il (Rapid Tests)

DIAQUICK Malaria P.f./Pan Cassette  Z11200CE - 25 Tests (25x REF Z11200B)

- 1x 3 mL Buffer 2010 ®
DIAQUICK Mononucleosis Cassette Z06620CE - 30 Tests (30x REF Z05620B) !\ ’%m

- 1x 5 mL Buffer

- 1x 1 mL Positive Control :
- 1x 1 mL Negative Control www.dialab.at

DIAQUICK Rotavirus Cassette Z09610CE - 5 Tests (5x REF Z09610B)

- 5 Collection Tubes with Buffer
DIAQUICK Rota/Adeno Combi Cassette  Z09600CE - 5 Tests (5x REF Z09600B)

- 5 Collection Tubes with Buffer

Z09601CE - 30 Tests (30x REF Z09600B)

- 30 Collection Tubes with Buffer
DIAQUICK Strep A Cassette Z98223CE - 20 Tests (20x REF Z98223B)

- 1x 10 mL Extraction Reagent A

- 1x 10 mL Extraction Reagent B

- 1x 1 mL Paositive Control

- 1x 1 mL Negative Control
DIAQUICK Strep.A Dipstick Z98230CE - 20 Tests (20x REF Z98230B)

- 1x 10 mL Extraction Reagent A

- 1x 10 mL Extraction Reagent B

- 1x 1 mL Positive Control

- 1x 1 mL Negative Control

DIAQUICK Syphilis Cassette Z06903CE - 30 Tests (30x REF Z03903B)
- 2x 3 mL Buffer

DIAQUICK Syphilis Dipstick Z12903CE - 25 Tests (25x REF 212903B)
- 1x 3 mL Buffer

DIAQUICK S.typhi IgG/IgM Ab Cassette  Z11450 - 25 Tests (25x REF Z11450B)
- 1x 6 mL Buffer

DIAQUICK S.typhi/paratyphi Ag Cassette 211451 - 25 Tests (25x REF Z11451B)

- 25 Collection Tubes with Buffer

Rev.12 2019-04-02 Page 3 of 3

DIALAB Produidion und Vertrizh 1Z-NOE Sued Phone: +43(0)2236 660910-0 Managing Director | Beschiltstinrer Raitteisen Regionatbank Mosdling
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EC DECLARATION OF CONFORMITY

We

DTALAR!

Dialab Produktion und Vertrieb von chemisch — technischen Produkten und
Laborinstrumenten Gesellschaft m. b. H.
IZ-NO Siid, Hondastrasse, Objekt M55
2351 Wiener Neudorf, Austria

declare, on our own responsibility, that our products specified in the enclosed
addendum “Devices other than those covered by Annex || (Serology), Rev.08
(3 pages)’, classified as follows according to the directive on in vitro diagnostic
medical devices 98/79/EC:
Devices other than those covered by Annex Il (Serology)

meet the applicable provisions of the European Directive 98/79/EC for in-vitro-
diagnostic medical devices and the Austrian Medical Product Law.

This Declaration is based on Conformity Assessment Procedures according to
Annex [l of the aforesaid Directive

This Declaration is valid until 2022—(1'"3-2___87 .

Wr. Neudorf, 2019-04-02 DI Marlene Ramsey
Managing Director

DIALAB Produktion und Vertrieb 1Z-NOE Sued Phone: +43(0)2236 660910-0 M ing Director | Geschéftsfiihrer Raiffeisen Regionalbank Moedling
von chemisch-technischen Hondastrasse, Objekt M55 Fax:  +43(0)2236 660910-30 Murat Estelik, Dipl. Ing. Martene Ramsey BIC / SWIFT: RLNWATWWGTD
Produkten und Laborinstrumenten 2351 WR. NEUDORF Mail: office@dialab.at FN 108 078p | Landesgericht Wr. Neustadt IBAN €: AT97 3225 0000 0070 6739

Gesellschaft m.b.H. AUSTRIA www.dialab.at UID/VAT: ATU 150 136 06 | DVR: 0130885 IBANUSD:  AT52 3225 0301 0070 6739



covered by Annex Il (Serology)

Latex- and Haemagglutination n ®
REF Content ! \ )-M| !!.{ 8\3
ASQO

Addendum to the Declaration of Conformity of Devices other than those o = 0

603401 - 1x 5 mL Latex Reagent .
- 1x 1 mL Positive Control www.dialab.at
- 1x 1 mL Negative Control

603403 - 1x 2.5 mL Latex Reagent

- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

ASO Latex Reagent 6034218V -1x5mL

CRP 603405 - 1x 2.5 mL Latex Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

603407 - 1x 5 mL Latex Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

CRP Latex Reagent 6034228V -1x5mL

M 495038 - 1x 2.5 mL Latex Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

SLE 414010 - 1x 2.5 mL Latex Reagent
- 1x 0.5 mL Positive Control
- 1x 0.5 mL Negative Control

RF 603409 - 1x 5 mL Latex Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

603411 - 1x 2.5 mL Latex Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

RF Latex Reagent 6034238V -1x5mL

Waaler Rose 495056 - 1x 2.5 mL Latex Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

495055 - 1x 5 mL Latex Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

Rev.08 2019-04-02 Page 1 of 3
DIALAB Produktion und Vertrieb 1Z-NQE Sued Phone: +43(0)2236 660910-0 Managing Director | Geschiftsfiihrer Raiffeisen Regionalbank Moedling
von chemisch-technischen Hondastrasse, Objekt M55 Fax: +43(0)2236 660910-30 Murat Estelik, Dipl. Ing. Marlene Ramsey BIC / SWIFT: RLNWATWWGTD
Produkten und Laborinstrumenten 2351 WR. NEUDORF Mail: office@dialab.at FN 108 078p | Landesgericht Wr. Neustadt IBAN €: AT97 3225 0000 0070 6739

Gesellschaft m.b.H, AUSTRIA www.dialab.at UID/VAT: ATU 150 136 06 | DVR: 0130885 IBAN USD: ~ AT52 3225 0301 0070 6739



Addendum to the Declaration of Conformity of Devices other than those

covered by Annex Il (Serology)

Syphilis Tests

Syphilis RPR

Syphilis RPR Carbon Reagent
Syphilis TPHA

Syphilis VDRL

REF Content

495015 - 1x 3 mL RPR Carbon Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

495016 - 2x 5 mL RPR Carbon Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

4083208V -1x 5 mL RPR Carbon Reagent

401040 - 1x 8.5 mL Test Cells
- 1x 8.5 mL Control Cells
- 1x 20 mL Diluent
- 1x 1 mL Positive Control
- 1x1 mL Negative Control

408050 -2x 8.5 mL Test Cells
- 2x 8.5 mL Control Cells
- 2x 20 mL Diluent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

408060 -1x 42.5 mL Test Cells
- 1x 42.5 mL Control Cells
- 2x 50 mL Diluent
- 1x 5 mL Positive Control
- 1x 5 mL Negative Control

497073 - 1x 5 mL VDRL Antigen Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

401075 - 1x 30 mL VDRL Antigen Reagent
- 1x 1 mL Positive Control
- 1x 1 mL Negative Control

-
DTALARY

www.dialab.at

Rev.08

DIALAB Produktion und Vertrieb 1Z-NOE Sued

von chemisch-technischen Hondastrasse, Objekt M55
Produkten und Laborinstr 2351 WR. NEUDORF
Geselischaft m.b.H. AUSTRIA

2019-04-02

Phone: +43(0)2236 660910-0
Fax:  +43(0)2236 660910-30
Mail: office@dialab.at
www.dialab.at

Managing Director | Geschiftsfiihrer
Murat Estelik, Dipl. Ing. Marlene Ramsey
FN 108 078p | Landesgericht Wr. Neustadt
UID/VAT: ATU 150 136 06 | DVR: 0130885
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Raiffeisen Regionalbank Moedting

BIC / SWIFT: RLNWATWWGTD

IBAN €: AT97 3225 0000 0070 6739
IBAN USD:  AT52 32250301 0070 6739
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